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May 15, 2001

Dockets Management Branch

Food and Drug Administration
Department of Health and Human Services
5600 Fishers Lane, Room 4-62

Rockville, MD 20857

Subject: Docket Number 01P-0209/CP1

Reference is made to a Citizen Petition filed May 1, 2001 by Duramed Pharmaceuticals,
Inc. and assigned docket number 01P-0209/CP1 concerning the approval of a new tablet
dosage form for Progesterone, USP.

We were recently informed by the Office of Regulatory Support of the Office of Generic
Drugs that our petition failed to include a request for Waiver of Pediatric Studies. Thus,
please find attached, prepared in accordance with FDA Guidance for Industry
Recommendations for Complying with the Pediatric Rule (21 CFR 314.55 (a)), a request
for a Waiver of Pediatric Studies.

This waiver request is submitted in four (4) copies.
Please direct any written communications regarding this waiver request to the
undersigned at the above address, or by fax at (513) 458-6007. If you have any questions

or require any additional information, please contact the undersigned at (513) 458-7274,
or Ms. Annette Arlinghaus at (513) 731-9900.

Sincerely,

éé/t/?(m Wwﬁm/ /
! L
John R. Rapoza, M.S., R.P#. %
Sr. Vice President, Regulatory Affairs
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Duramed Pharmaceutiéals, Inc.
Docket 01P-0209/CP 1
May 15, 2001

Request for Waiver of Pediatric Studies

Sponsor: Duramed Pharmaceuticals, Inc.
Cincinnati, Ohio

Product: Progesterone Tablets, USP, 100 mg and 200 mg strengths

Indications: For use in the prevention of endometrial hyperplasia in non-hysterectomized
postmenopausal women who are receiving conjugated estrogens tablets. Also
indicated for use in secondary amenorrhea.

Reason(s) for Waiving Pediatric Studies: .

1. The drug is used for the treatment in postmenopausal females receiving
conjugated estrogens therapy and has a second indication of secondary
amenorrhea.

2. The new dosage form is unchanged except that it will be a solid oral tablet
versus a soft gelatin oral capsule marketed by the innovator.

Justification for Waiving Pediatric Studies:
’ The drug is used for the treatment of adult females for the prevention of
endometrial hyperplasia and is also used in the treatment of seconday amenorrhea.




T e RN

Place Labe's ln Thls space e ‘ e il et W&«t»\u,;m.,,«,’) y 5 LA ué;»‘guiag‘v,A&»‘,u, bk . i i 2 Nm[ﬂwﬂ‘@#m*/':MM“M‘;’\bw‘.";;}
Options: B UPS Tracking Label and your address label T : : : ‘ ‘
B UPS Air Shipping Document o e
UPS Worldwide Waybill '
— | . | | o
el . WEIGHT | DIMENSIONAL y R .
s — UPS Next Day Air’ WEIGHT i E
+> 1o U.PS V\I_or»ldwide ;Express L’W 2
5 v Shipping: Do‘our:nent MNEXTDAY DWOH,_DW,DE : X\
SRS  UPS DRIVER ’ (INTERNATIONAL) 4
. m RECORD 6DIGIT UPS SHIPPER NUMBER FrRom Box [1] . / D DOCUMENTS 5
@ IF 8ox [1] Is:BLANK OR THE NUMBER IS MORE THAN 6 DIGITS, : ONLY : B [
14 RECORD THE NUMBER FROM BOX D SATURDAY SATURDAY L
I S— i PiCKUP DELIVERY Y o
| Q0T
‘ J§
REFERENCE NUMBER N397 8832 40 2 (Ei ‘
o N397 8832 40 2 o
t‘{' ' TELEPHONE C | lg}
ﬁf‘ﬁ'f hnghaus $13-731-9900 : ST '{‘:/
5 DURAMED"PHARMACEUTICAL LU LU R B 2
, " Nao7 8832 40 2 B ;
5040 DURAMED DR L ' ;
D RECEIVER i
CINCINNATI - oH 45213 ws UPS Next Day Air® :
- EXYREMELY URGENT [Rd

U DELIVERY TO i Lapr Daaai o . ; A
Docke Managevent mtg' LEPHONE ‘\@ N397 8832 40 2 }
Dc,(;r of Weaithy & Fuwvon Servil es |
‘;;Dd Al )ﬁx ﬁ'}\amm Jation . :
{
i o
%o Qt’*sﬁwm Lo a@om ) _:
: . , ; N397 eeaz 402 oA ‘
/Q\ocﬁv‘;im ;‘MD o =
’, The shipper ceﬂ;‘l;‘l'u it these commoONIos, 1ebology of Software th
010181120 9/98 M United Parcel Service, Louisville, KY Va0 0o 3 !
i e e L g . ; . N P N 1 N - i

[P s wﬂ?ﬁ, E T gy b i S A S — S — — R Lyt et e o .l st SR Al S



